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SUBJECT: RECALL OF MEDICAL DEVICE - ULTRAFILTRATION DIALYZER 

DEVICE. 

1. FDA ADVISES THAT TRAVENOL LABORATORIES, INC., ARTIFICIAL 
ORGANS DIVISION, MORTON GROVE, ILLINOIS 60053, IS 
RECALLING THE ULTRA-FLO II DIALYZER (HIGH ULTRA FILTRATION), 
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NUMBER ZC68W2AV9, ZC9A/A6, ZC69A8/A9, ZC69F1 ARE 
SPECIFICALLY AFFECTED. HOWEVER, THE RECALL HAS BEEN 
EXTENDED TO INCLUDE ALL LOTS DISTRIBUTED IN THE PAST SIX MONTHS, 
THEREFORE, A TOTAL OF 18 LOTS ARE INVOLVED. 

2. THE ULTRA-FLO II DIALYZER IS A COIL TYPE ARTIFICIAL 

KIDNEY USED IN HEMO-DIALYSIS. CODE 5M1750 (HIGH ULTRA FILTRATION) 
HAS ONE SQUARE METER OF CUPROPHANE MEMBRANE AND AT 300 
ML./MINUTE BLOOD FLOW, REMOVES ABOUT ONE LITER/HOUR OF FLUID 
FROM THE PATIENT. THE COIL SCREENING (WHICH SUPPORTS AND 
SEPARATES THE COILED CUPROPHEN MEMBRANE TUBE) IN THE 18 
LOTS CONTAINS STRANDS WHICH INTERSECT AT A MORE ACUTE ANGLE 
THAN NORMAL RESULTING IN A LOW DEGREE OF ULTRA FILTRATION 
WHICH APPROXIMATES THE CAPABILITIES OF THE "STANDARD ULTRA 
FILTRATION" COIL (5 M1751). THESE COILS ARE NOT CAPABLE 
OF "HIGH ULTRA FILTRATION" OF THE 5M1750 AS LABELED. 

THE PROBLEM IS BELIEVED TO EXIST IN AS MANY AS 50 PERCENT OF THE 
COILS OF THESE LOTS. 

3. FOREIGN CONSIGNEES AS FOLLOWS: 

TRAVENOL LABORATORIES INTERNATIONAL, DIVISION OF BAXTER/ 
TRAVENOL, INC., BRUSSELS, BELGIUM AND LESSINES, BELGIUM 

CODES: CASES: 

AC69F1 66 
ZC69F1 49 
ZC69A9 201 
ZC69AO 239 

CODES : ZC68W9 CASES : 1 6 1 
HOSP. UNIV CAT., SANTIAGO, CHILE 
CODE ZC68W7 CASES : 10 

OFFICE OF THE DIRECTOR PROFESSOR, S.M. MEDICAL 
COLLEGE, AGRA, INDIA 

CODE ZC69A3 CASES: 4 
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DIRECTORATE GENERAL OF MEDICAL SUPPLIES, BAGHDAD, IRAQ 
CODE ZC68W7 CASES: 20 

TRAVENOL LABORATORIES INTERNATIONAL, DIVISION 
OF BAXTER/TRAVENOL, INC., OSAKA, IAPAN 
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CODES: ZC69A9 CASES: 167 
ZC68W2 334 

TRAVENOL LABORATORIES INTERNATIONAL, DIVISION OF BAXTER/TRA- 
VENOL, INC., BEIRUT, LEBANON 

CODES: ZC-68W3 CASES: 100 

TRAVENOL LABORATORIES INTERNATIONAL, DIVISON OF 
BAXTER/TRAVENOL, INC., MEXICO CITY, MEXICO 

CODES: ZC68W7 CASES: 30 
ZC69F1 17 

TRAVENOL LABORATORIES INTERNATIONAL, DIVISION OF BAXTER/ 
TRAVENOL , INC., JOHANNESBURG, SOUTH AFRICA 
CODES: ZC68W3 CASES: 67 

TRAVENOL LABORATORIES INTERNATI 
NAL, DIVISION OF BAXTER/ 

RAVENOL, INC., THETFORD, NORFOLK, ENGLAND 
CODES: ZC6983 CASES: 34 

4. POST ARE REQUESTED TO DETERMINE IF FOREIGN CONSIGNEE 
IS FAMILIAR WITH DETAILS OF RECALL AND , IN ADDITION, 

MAY WISH TO INFORM HOST GOVERNMENT SO 
THAT THEY MAY 

TAKE SUCH ACTION AS THEY DEEM APPROPRIATE. 

KISSINGER 
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